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December 27,1999 iell-. Km* mms-!sms

Bruce C, Rrhde, Chief Executive
Officer

Conlqgrq Inc.
One Co* Drive
Omah% NE 68102

KAN #2000-0U7

DearMr. Ride:

h inspection of your medicated feed mill operation !mwvn as OmAgra Ikm!try Company, 6410 SW
Hollowell Ro@ Columbus, %msas, by an inspeeKKwith the _ Dqartment of A@Gu@e, on
November 17,1999, found significant deviations fim CUKentW MuN@G@ng Practice@WP)
Regulations for Medicated Feeds {21 C= Part 225). SUChdevi%io~ CXN@the ~dc$ktd &W!S

manufactured * ttis faciliq tUk adulterate w~ti~ b rn=nhng of S=tion 5oI@)(2J@) of the F=kmd
Food I?mg, and Cosmetic. Act (Act).

Observations includq but am not limited to the fokming: 1) failure of the Master Record Fiies to
contain manufacturing instructhns, mixing s?eps or control directions; 2) faiiure to investigate and
document a 22 pound shortage oflk ~e4ica&d premix Av?tec which cwcurred on 11-15 & 16=99;3]
failureof the daily inventory drug record to in&@E tie q=ifk balck$ Pr pr~ucti~n ~S ~fai~at~
f-in which eaeh drug was used.

T& medicated feeds lke~+kletior ~14-4XH), Turkq Fattener(16-6601) and TiirkeyMarketer (i6-
6701), contain the medicated artkk? @citmch tic whkh ~Sappr~v~ for = in iYQwiW ~keYs ~1 ~~
53%78[d)(l)(i)]. ‘Thesemedicated feeds do not appear to be the ~ mxmmed by growing age turkeys.
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The above is not intended to be an all-in~~tiv~ fist of ~oi~o~. & a m~*~= Dfmedicxti and none
medicated f-, you am responsible fa assuring tk? your overall operationandtheproducts you ●

manufacture and distribute are in c@mp&mcewith the law,

We also received a letter dated December 6, 1999 (unsigmxh which ia a respo~ to the observations listed
on the Form FDA 483. ~s response was taken into oowkk?ratiml du@g the preparation of this ~etter.

At th? conchsion of the inspection a Form FDA 483, lnspectional Observations, w issued to and
discussed with Bruce ZidweH, Mill Manager. This form is a comprehensive Ming of the inspecto~s
observations of deviathxs found duMg the inspection. A copy is enclosed for your infbrmatkm.

You should take prompt wtion to correct the noted viohti~ns, and YOUsho~d establish pmcedurm whereby
such violations do not recur. Failuretupromptlycmwct theseviolationsmay result in regulatory andhr
administrative sanctions. These sanctions tickle, bd are n~t Urnitmf to, ~~~% ~j~ctim and~r noti~~ of

opportunity for a hearing Qna proposal to withdraw appr~vrd ~f your license, under %&on 5 lo@)
of the Act and21 CFR 514.115(c)(2). ~s ietter unstit@es official n@if@i~ rider tk !aw.)

Based QQXe results of the November 17 inspeetbni m%h@td tosh= witi as *dence befo~ ~A when
your license was approved, the methods used in, or the fk.cilities and COn@ls usti fir, me manufact!m=,
pr-iag, ~d pti~ ufvdiGated feeds are inadequate to assure and preserve the identity, strenm
quality, and purity of the new animal drugs therein. ‘I’hisletter notifies you of our findings and provides you
~ oppm.mity to oom=t the ahww d~ficim~ies.

~orking days, state the reason for the delay and the time within which W corn%ths WMk completed.
YQU may address your reply to Clarence R Pen&to9 Compiianee @liter, at tk above address.

Dktrict 131rectQr
Kaqw @y District

(xx Bruin Zidwell, MiH Manager
GM&p-a Pmlkry Q,
6410 Sw13K?WWS11Road
Ccdumbua, = 66725


